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First Office Action on the Merits of a RCE 



1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Status of the Application 

2. Claims 1,4-7, 10, 13-18, 21, 24-29 and 32-34 are pending in the present 
application. 



Double Patenting 

3. The objection to claims 35 and 36 under 37 CFR 1 .75 is made moot by the 
cancellation of the instant claims. 



Claim Rejections - 35 USC §112 

4. The rejection of claims 35 and 36 under 35 USC 112, first paragraph is 
made moot by the cancellation of the instant claims. 

5. The rejection of claims 33 and 34 under 35 USC 112, first paragraph is 
maintained. 

Applicant argues the specification recites "glucuronide" as a potential substituent 
for the claimed compounds and the claimed "NaC 6 H 8 07" is a nonlimiting example of a 
glucuronide. Applicant also argues that it is possible for different substituents to have 
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the same or similar chemical shifts. Thus, according to applicant, the combination of 
the chemical formula and spectral characteristics provides the physicochemical 
characteristics of the claimed compound. Applicant's argument was considered but not 
persuasive for the following reason. 

Applicant cannot claim specific subject matter, such as a specific compound, not 
disclosed by the original specification (see MPEP § 706.03(o)). Thus, even if one 
agrees with applicant's argument, the broad disclosure of glucuronide as a potential 
substituent does not provide support for the presently claimed compounds. 

For this reason and those given in previous Office Actions, the rejection of claims 
33 and 34 under 35 USC 112, first paragraph is maintained. 

6. The rejection of claims 1, 4, 6, 7, 10, 13, 15-18, 21, 24, 26-29 and 32 under 35 
USC 112, second paragraph is withdrawn. 

Claim Rejections - 35 USC § 102 

7. The rejection of claims 1, 4-7, 10, 13-16, 21 and 24-27 under 35 USC1 02(b) 
over Harnik (IL 25265) is withdrawn. 

Claim Rejections - 35 USC § 103 

8. The rejection of claims 17, 18, 28, 29 and 32 under 35 USC 103(a) over 
Harnik (IL 25265) is maintained and claims 1, 4-7, 10, 13-16, 21 and 24-27 are 
rejected under 35 USC 103(a) over Harnik (IL 25265). 



Application/Control Number: 10/628,057 Page 4 

Art Unit: 1617 

Harnik teaches several estrogenic estrane derivatives such as 3,6-dimethoxy- 
estra-1,3,5,7,9-pentaen-17-ol and 3,6<Iimethoxy-estra-1,3,5,7,9-pentaen-17-one (see 
Abstract). 

The instant claims differ from the reference by reciting a chemically pure form. 
However, it has been held that a purer form of a known compound is unpatentable 
unless the purified material possesses properties and utilities not possessed by the 
unpurified material. Ex parte Reed, 135 USPQ 34, 36 (POBA 1961). In addition, the 
skilled artisan in the art would be motivated to obtain a pure compound for use in 
pharmaceuticals because he would have the reasonable expectation that increase 
purity of a compound would result in a decrease in adverse effect related to impurities. 

Claims 17, 18, 28 and 29 further differ from the reference by reciting the addition 
of other pharmaceutical^ active ingredient(s) such as other estrogenic compounds. 
Combination therapy is well known in the art and, thus, it would have been obvious to 
the skilled artisan in the art at the time of the present invention to combine another 
estrogenic compound with the compounds of Harnik with the reasonable expectation 
that the combination obtained would maintain its estrogenic property and, thus, would 
be useful in the treatment of condition treatable by estrogen therapy. Also as stated in 
previous Office Actions, the court has held that the combination of two or more 
compounds/compositions having the same use to form a third having the same use is 
prima facie obvious. 

Claim 21 further differ from the reference by reciting utilization of the claimed 
compounds in the treatment of a subject in need of estrogen therapy. Claim 32 which 
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depends from claim 21 recites specific conditions. However, the utilization of estrogen 
therapy in treatment the conditions encompassed by the instant claims are well known 
in the art (see for example, Background of the Invention, as disclosed by the present 
specification; additional references can be provided if requested). Therefore, the 
utilization of the prior art estrogenic compounds in estrogen replacement therapy for 
treatment of conditions such as vasomotor symptoms, atrophic vaginitis etc. would have 
been obvious to the skilled artisan in the medical art at the time of the present invention. 



Response to Arguments 

9. Applicant argues the reference does not teach or suggest a substitution at the 3- 
posltion to provide the presently claimed compounds. Applicant also argues the 
reference does not teach (a) deriving a purified compound and (b) a pharmaceutical 
composition and (c) the art does not provide motivation to use the prior art compounds 
for estrogen replacement therapy. Applicant's argument was considered but not 
persuasive for the following reasons. 

As discussed in previous Office Actions, the claims encompass conjugates of the 
claimed compound represented by formula I. The present specification states "the 
conjugates may be various conjugates understood by those skilled in the art, including, 
but not limited to glucuronide and sulfate" (see page 8, lines 10-12 of the present 
specification). It is also well known that to "conjugate" is to join together two parts. 
Glucuronide and sulfate conjugate to form esters of the claimed compounds. Like, 
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glucuronide and sulfate, the ether groups of the prior art compound conjugate by 
forming an ether. 

Applicant argues the prior art does not teach deriving a purified compound. As 
discussed above in #8, it would obvious to the skilled artisan in the art at the time of the 
present invention to obtain a compound in pure form for use as a pharmaceutical agent. 
The pharmaceutical art makes obvious that impurities result in increase adverse effects 
and, thus, the skilled artisan in the art at the present invention would have been 
motivated to obtain the prior art compound in pure form for use as an estrogenic agents 
as taught by Harnik. Also as discussed above in #8, absence a showing of unexpected 
properties and utilities possessed by the purer form of a known compound that is not 
possessed by the unpurified material, said pure form is unpatentable. The present 
specification lacks a showing of unexpected properties and utilities. 

Applicant also argues the prior art does not teach a pharmaceutical composition. 
However, the addition of a carrier to a known compound does not render the 
combination patentable. In re Lerner (CCPA 1971)438 F2d 1008. 169 USPQ 51. The 
reference teaches the prior art compounds are estrogenic and, thus, the addition of a 
carrier to said compounds would have been obvious to the skilled artisan in the art at 
the time of the present specification. 

Lastly, applicant argues the skilled artisan would not be motivated to use the 
prior art compounds for estrogen replacement therapy. According to applicant, at best, 
the skilled artisan may find it obvious to try the prior art compounds in estrogen 
replacement therapy. The examiner notes that the present specification lacks any 
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working example of the claimed compounds in estrogen replacement therapy. 
However, according to the present specification, the art teaches providing estrogen is 
an effective way to treat conditions due to estrogen deprivation (see page 1 of the 
present specification, Background of the Invention). Based on the level of skill of the 
ordinary artisan in the art at the time of the present invention, the utilization of the prior 
art compounds in the treatment of conditions due to estrogen deprivation would be 
prima facie obvious as discussed above in #8 and previous Office Actions. The 
motivation would be based on the teaching by Harnik that the prior art compounds are 
estrogenic and the knowledge in the art that estrogenic compounds are useful in 
estrogen replacement therapy. 

Telephone Inquiry 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio, Ph.D. whose telephone number is 
571-272-0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Barbara P. Badio,(Ph.D 
Primary Examiner 
Art Unit 1617 
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